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B Responsive to communication(s) filed on Apr 10. 2000 

□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 
in accordance with the practice under Ex parte ^u^§35 CD. 11; 453 O.G. 213. 

A shortened statutory period for response to this action is set to expire 3_ month(s), or thirty days, whichever is 

longer, from the mailing date of this communication. Failure to respond within the period for response will cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37 CFR 1.136(a). 

Disposition of Claim 

B Claim(s) 1-15. 18. 19. and 21-43 is/are pending in the applicat 

Of the above, claim(s) is/are withdrawn from consideration 

B Claim(s) 19. 23. and 33 is/are allowed. 

B Claim(s) 1. 18. 21. 22, 31. and 41-43 is/are rejected. 

B Claim(s) 2-15. 24-30. 32. and 34-40 is/are objected to. 

□ Claims are subject to restriction or election requirement. 

Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on is □ approved Disapproved. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d). 

□ All CBome* [NJone of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 

Certified copies not received: 



□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 

Attachment(s) 

B Notice of References Cited, PTO-892 

B Information Disclosure Statement(s), PTO-1449, Paper No(s). 5 

□ Interview Summary, PTO-413 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 



- SEE OFFICE ACTION ON THE FOLLOWING PAGES - 
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Offic Action Summary 



Part of Paper No. 6 
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Pursuant to the directives of paper No. 4, claims 16, 17, 20 have been cancelled, claims 1, 
2, 18, 19, 21, 23, 31 have been amended, and claims 41-43 added. Claims 1-15, 18, 19, 
21-43 are pending. 

Applicants' arguments filed 4/10/00 have been considered and found persuasive in part. 
However, claims 1, 18, 21, 22, 31, 41-43 are rejected under §102 and/or §103. 
Claims 19, 23, 33 are allowable. 

# 

This application contains sequence disclosures that are encompassed by the definitions 
for amino acid sequences set forth in 37 CFR 1.821. However, this application fails to 
comply with the requirements of 37 CFR 1.821 through 1.825 with regard to the sequence 
disclosures. A sequence listing hfs been submitted, but contains errors. 

Applicant is given the time period set in this letter within which to comply with the sequence rules, 37 CFR 
1.821-1.825. Failure to comply with these requirements will result in ABANDONMENT of the application 
under 37 CFR 1.821(g). Extensions of time may be obtained by filing a petition accompanied by the extension 
fee under the provisions of 37 CFR 1.136. In no case may an applicant extend the period for response beyond 
the six month statutory period. 

The following is a quotation of the first paragraph of 35 U.S.C. §1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making and using it in 
such full, clear, concise and exact terms as to enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and use the same and shall set forth the best mode contemplated by the inventor of carrying out his 
invention. 



Claims 41-43 are rejected under 35 U.S.C. 112, first paragraph, as containing subject 
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matter which was not described in the specification in such a way as to reasonably convey 
to one skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

There is no support for the genus of peptides underlying the method claims. Applicants 
should point to the page and line number where support may be found. 

# 

The following is a quotation of the appropriate paragraphs of 35 U.S.C §102 that form 
the basis for the rejections under this section made in this action. 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in 
this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2) and (4) of section 371 (c) of this title 
before the invention thereof by the applicant for the patent. 

Claim 1 is rejected under 35 U.S.C. § 102(a) as being anticipated by Knudsen (WO 
98/20895). 

Knudsen teaches (p. 8, line 25) admininstration of GLP peptides by pulmonary means. 
One or more of the disclosed peptides falls within the scope of instant claim 1. 
The claim is thus anticipated. 
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Claim 1 is rejected under 35 U.S.C. § 102(e) as being anticipated by Drucker (USP 
5846937). . 

Drucker teaches (col 8, line 50; col 9, line 31) administration of one or more GLP analogs 
by pulmonary means. At least one of those disclosed falls within the scope of claim 1. 



Claims 1, 18, 21, 22, 31, 41-43 are rejected under 35 U.S.C. §103 as being unpatentable 
over Smith (USP 5908830) in view of (a) Galloway (USP 5705483) or (a) Deacon 
(Diabetologia 41, 271, 1998) or (c) Ritzel (J. Endocrinol 159, 93, 1998). 

Smith teaches (col 9, line 14 and col 19, line 53) the use of a GLP-1 agonist which can 
be adminstered (col 1 1, line 58) by pulmonary means. The reference does not teach the 
specific sequences of the claims. Each of the secondary references teaches one or more 
sequences that underly the method claims. None of the secondary references teach 
pulmonary administration. It would have been obvious to one of ordinary skill to 
adminster one of the peptides of the secondary references to a patient by pulmonary means. 

The claims are thus rendered obvious. 



The claim is thus re ndered obviG- os, 




• 
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'Art Unit 1653 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to David Lukton [phone number (703)308-3213]. 

An inquiry of a general nature or relating to the status of this application should be directed 
to the Group receptionist whose telephone number is (703) 308-0196. 





Application No. 



NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS CONTAINING NUCLEOTIDE SEQUENCE 
AND/OR AMINO ACID SEQUENCE DISCLOSURES 

"he nucleotide and/or amino acid sequence disclosure contained in this application does not comply with the requirements for 
such a disclosure as^et forth in 37 C.F.R. 1.821 - 1.825 for the following reason(s): 




□ 
□ 



1. This application clearly fails to comply with the requirements of 37 C.F.R. 1.821-1.825. Applicant's 
attention is directed to these regulations, published at 1 1 14 OG 29, May 15, 1990 and at 55 FR 
18230, May 1, 1990. 

2. This application does not contain, as a separate part of the disclosure on paper copy, a "Sequence 
Listing" as required by 37 C.F.R. 1.821(c). 

3. A copy of the "Sequence Listing" in computer readable form has not been submitted as required by 
37 C.F.R. 1.821(e). 



pf4. A copy of the "Sequence Li. .Ing" in computer readable form has been submitted. However, the 
L-l content of the computer readable form does not comply with the requirements of 37 C.F.R. 1 .822 
and/or 1.823, as indicated on the attached copy of the marked -up "Raw Sequence Listing." 

□ 5. The computer readable form that has been filed with this application has been found to be damaged 
and/or unreadable as indicated on the attached CRF Diskette Problem Report. A Substitute computer 
readable form must be submitted as required by 37 C.F.R. 1.825(d). 

□ 6. The paper copy of the "Sequence Listing" is not the same as the computer readable from of the 
"Sequence Listing" as required by 37 C.F.R. 1.821(e). 

[] 7. Other: 



Applicant Must Provide: 

An initial or substitute computer readable form (CRF) copy of the "Sequence Listing". 



An initial or substitute paper copy of the "Sequence Listing", as well as an amendment directing its 
entry into the specification. 

A statement that the content of the paper and computer readable copies are the same and, where 
applicable, include no new matter, as required by 37 C.F.R. 1.821(e) or 1.821(f) or 1.821(g) or 
1.825(b) or 1.825(d). 



For questions regarding compliance to these requirements, please contact: 

For Rules Interpretation, call (703) 308-4216 
For CRF Submission Help, call (703) 308-4212 
For Patentln software help, call (703) 308-6856 

PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR RESPONSE 



